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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has 
been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.114. Applicant's submission filed on 02/02/2007 has been entered. 

Response to Arguments 

• Specification 

Applicants' arguments with respect to the objection of term processing means have been 
fully considered and they are persuasive. The objection of the Specification has been 
withdrawn. 

• Claim Objections 

The objection has been withdrawn in view of the amendment of claim 1 . 

• Claim Rejections - 35 USC § 101 

Applicants' arguments with respect to the rejection claims 15, 16 and 18-21 have been 
fully considered but they are not persuasive. Claims 15, 16 and 18-21 are directed to a system 
comprising software per se. Software per se is not a series of steps or acts and thus is not a 
process. Software per se is not a physical article or object and as such is not a machine or 
manufacture. Software per se is not a combination of substances and therefore is not a 
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composition of matter. Software per se is not one of the four categories of invention as set forth 
in 35 U.S.C. § 101 . Therefore, claims 15, 16 and 18-21 are non-statutory. 

• Claim Rejections - 35 USC 5 112 

The rejections under 35 U.S.C. § 112, first and second paragraph, have been withdrawn 
in view of the amendment of claims 1 , 3 and 15. 

Claim Rejections - 35 USC $ 102 and 103 

Applicant's arguments with respect to the rejection under 35 U.S.C. § 102 and 103 have 
been considered but are moot in view of the new ground(s) of rejection. 

Specification 

The title of the invention is not descriptive. A new title is required that is clearly indicative 
of the invention to which the claims are directed 1 . 

Claim Objections 

Claims 5 and 10 are objected to because of the following informalities: an medical need ("a 
medical need " is respectfully suggested). Appropriate correction is required. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 



1 The Claims are directed to method, apparatus and system for collecting medical product information and medical need 
information not addressed by available medical products as recited in the preamble. 
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Claims 1-7, 9, 10, 15, 16 and 18-21 are rejected under 35 U.S.C. 101 because the 
claimed invention is directed to non-statutory subject matter. 

Claims 1-7, 9 and 10 are directed to a method and apparatus for collecting medical product 
information. This claimed subject matter lacks a practical application of a judicial exception (law of 
nature, abstract idea, naturally occurring article/phenomenon) since it fails to produce a useful 
and tangible result. Specifically, the claimed subject matter does not produce a useful result 
because the claimed subject matter fails to sufficiently reflect at least one practical utility set 
forth in the preamble and in the descriptive portion of the specification. 

More specifically, while the described practical utility (utilities) is (are) directed to collecting 

medical product information and assisting companies* focus on limitations and challenges in current diagnostic 
and therapeutic methods in order for them to initiate activities to improve diagnostic techniques and procedures, 
medical and surgical treatments, improve product designs and develop new products (Specification, Page 1 

Lines 6-1 0), the claimed subject matter relates ONLY to selecting the submission indicative of the 
medical need not addressed by available medical products as recited in claim 1 and determining medical 
need not addressed by available medical products as recited in claim 9 {medical needs not addressed 

by available medical products related to the medical products may be determined). 

The claimed subject matter does not produce a tangible result because the claimed 
subject matter fails to produce a result that is limited to having real world value rather than a 
result that may be interpreted to be abstract in nature as, for example, a thought, a computation, 
or manipulated data. More specifically, the claimed subject matter provides for selecting the 

submission indicative of the medical need not addressed by available medical products as recited in Claim 1 

and determining medical need not addressed by available medical products as recited in claim 9 
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(medical needs not addressed by available medical products related to the medical products may be determined). 

This produced result remains in the abstract and, thus, fails to achieve the required status of 
having real world value. 

Claims 15, 16 and 18-21 are directed to a system for collecting medical need information not 

addressed by available medical products. This claimed subject matter lacks a practical application of a 
judicial exception (law of nature, abstract idea,- naturally occurring article/phenomenon) since it 
fails to produce a useful, concrete and tangible result. 

Specifically, the claimed subject matter does not produce a useful result because the 
claimed subject matter fails to sufficiently reflect at least one practical utility set forth in the 
descriptive portion of the specification. More specifically, while the described practical utility 

(utilities) is (are) directed to assisting companies' focus on limitations and challenges in current diagnostic and 
therapeutic methods in order for them to initiate activities to improve diagnostic techniques and procedures, 
medical and surgical treatments, improve product designs and develop new products (Specification, Page 1 
Lines 6-10), the claimed subject matter relates ONLY to identifying a submitted medical need 

not addressed by available medical product ( submitted medical need not addre ssed bv available medical 
products for development of a medical product related to the categorized submission maybe identified). 

The claimed subject matter does not produce a tangible result because the claimed 
subject matter fails to produce a result that is limited to having real world value rather than a 
result that may be interpreted to be abstract in nature as, for example, a thought, a computation, 
or manipulated data. More specifically, the claimed subject matter provides for identifying a 
submitted medical need not addressed by available medical product (submitted medical need not 

addressed bv available medical products for development of a medical product related to the categorized 

submission mav be identified ). This produced result remains in the abstract and, thus, fails to achieve 
the required status of having real world value. 
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Claims 15, 16 and 18-21 are direct to a system comprising software per se. Software per 
se is not one of the four categories of invention. Therefore, claims 15, 16 and 18-21 are non- 
statutory. Software per se is not a series of steps or acts and thus is not a process. Software per 
se is not a physical article or object and as such is not a machine or manufacture. Software per 
se is not a combination of substances and therefore is not a composition of matter. 

Claim Rejections- 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 6, 15 and 20 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

As in Claims 1 and 15, the Claimed limitations, selecting the submission indicative of the medical 
need not addressed by available medical products for development of a medical product related to the selected 
medical need not addressed by available medical products where the submitted medical need not addressed by 
available medical products matches a predetermined number of other submissions having the same primary topic, 
and a submitted medical need not addressed by available medical products for development of a medical product 
related to the categorized submission may be identified where the submitted medical need not addressed by 
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available medical products matches a predetermined number of other submissions having the same primary topic, 

were not described in the specification 2 . 

As in Claims 6 and 20, the Claimed limitation, an invention submission disclosure form is 
transmitted to the user that submitted the medical need not addressed by available medical products and the 
solution to the medical need not addressed by available medical products, was not described in the 

specification. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 3, 5 and 7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

As in claim 3, the clause, the unmet need submissions, references to other items in the claims. 
It is unclear what item is being referenced. 



2 As illustrated in paragraph 34, after submission data is categorized, unmet needs of interest may be 
identified based a threshold and the number of submission with respect to. a particular category, e.g., the 
number of submission exceeds the threshold. Neither paragraph 34, nor the specification describes the 

Step Of selecting the submission indicative of the medical need not addressed by available medical products for development of a medical 
product related to the selected medical need not addressed by available medical products where the submitted medical need not addressed by 
available medical products matches a predetermined number of other submiss ions havins the same primary topic. 
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As in Claim 5, the Clause, the medical need not addressed by available medical products, 
references to a plurality Of a medical need not addressed by available medical products in the Claims. It is 

unclear what item is being referenced. 

As in claim 7, the clause, the unmet need input, references to other items in the claims. It is 
unclear what item is being referenced. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 

claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 

claims was commonly owned at the time any inventions covered therein were made absent any 

evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 

the inventor and invention dates of each claim that was not commonly owned at the time a later 

invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 

and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Ciaims 1-7, 9, 15, 16 and 18-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over MedWatch [The FDA Medical Products Reporting Program] and 
Classen [USP 6,219,674 B1]. 
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Regarding claims 1 and 15, wherein the claim limitations of claim 15 is being treated 
under 35 U.S.C. § 112, sixth paragraph, MedWatch is a Medical Products Reporting Program 
hosted by FDA for collecting medical product information and medical need not addressed by available 
medical products (MedWatch, Page 2, the purpose of MedWatch is to monitor medical products by 
collecting reports), comprising: 

providing a web site having information about medical products (MedWatch, Page 1); 

accepting on said web site a submission indicative of a medical need not addressed by available medical 
products relating to the medical products from a plurality of users (As indicated at Page 9 of MedWatch, 
Health Professionals as users can summit Adverse Events Report and Product Problems Report 
with all Medical Products to MedWatch on the web site. As defined at pages 1 1 -14 of MedWatch, 
any undesirable experience associated with the use of a medical product in a patient or a 
concern about the quality, performance or safety of any medication or device could be reported, 
e.g., reporting a Life-Threatening if the patient is at substantial risk of dying if the use of product 
is continued or reporting a complaint about foul odor coming from the product when it open. The 

examples Of report indicate a medical need not addressed by available medical products relating to the 
medical products)] 

categorizing the submission indicative of the medical need not addressed by available medical products 
according to a primary topic (As indicated at Page 9 of MedWatch, a report, e.g., Life-Threatening if 
the patient is at substantial risk of dying if the use of product is continued or a complaint about 

fOUl Odor coming from the product when it open, as the submission indicative of the medical need not 

addressed by available medical products is categorized under a primary topic, e.g., Adverse Events or 
Product Problems). 

The missing Of MedWatch is the Step Of selecting the submission indicative of the medical need not 
addressed by available medical products for development of a medical product related to the selected medical need 
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not addressed by available medical products where the submitted medical need not addressed by available medical 
products matches a predetermined number of other submissions having the same primary topic. 

Classen discloses a method for using product data to enhance the safety of a medical 
product (Classen, Abstract). by analyzing Adverse Event data from MedWatch (Classen, Col. 7 
Lines 10-12). Classen further discloses an Adverse Event corresponding to a product as 
discussed above with respect to the teaching of MedWatch or submission indicative of the medical 
need not addressed by available medical products could be risk/benefit analyzed if a single newly 
discovered Adverse Event matches a predetermined number of other submissions having the same primary 
topic, e.g., 10 new similar Adverse Events relating to the product may be observed, but none or 
the individual new Adverse Event occurs more than once in 10,0000 persons (Classen, Col. 9 
Lines 1 0-34), and the purpose is/or development of a medical product related to the selected medical need 
not addressed by available medical products, e.g., seeking patent protection for new therapeutic uses 
for existing products (Col. 10 Lines 34-57). 

The method of analyzing the Adverse Events is a must for MedWatch in order to analyze 
risk and benefit of a particular medical product with respect to newly Adverse Event. 

It would have been obvious for one of ordinary skill in the art at the time the invention 
was made to include the technique of analyzing Adverse Events as taught by Classen into 
MedWatch method in order to enhance the effectiveness of post-marketing surveillance of 
medical products as they are used in clinical practice and to rapidly identify significant health 
hazards associated with these products. 

Regarding claim 9, MedWatch is a Medical Products Reporting Program hosted by FDA 
for collecting medical product information (MedWatch, Page 2, the purpose of MedWatch is to 
monitor medical products by collecting reports), comprising: 
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a computer hosting a web site wherein the web site stores information about medical products 
(MedWatch, Page 1 is a web site stores information about medical products, the computer that host the 
web Site of Page 1 is an inherited feature), information about the medical products being electronically 
searchable and browseable (information about the medical products, e.g., Case Studies at Pages 19-21, IS 
searchable and browseable via TABLE OF CONTENTS of Pages 17-18); 

a network connection whereby web pages are delivered to a remote computer and input is accepted from 
the remote computer (Internet is a network connection, whereby web pages as in Pages 1 and 4 are 

delivered to a consumer a heath professional with a remote computer, and with a conventional 

browser, input is accepted from the remote computer), the network accepting an electronic submission indicative 
of a medical need not addressed by available medical products for the medical products (As indicated at Page 
9 of MedWatch, Health Professionals as users can summit Adverse Events Report and Product 
Problems Report with all Medical Products to MedWatch on the web site. As defined at pages 11- 
14 of MedWatch, any undesirable experience associated with the use of a medical product in a 
patient or a concern about the quality, performance or safety of any medication or device could 
be reported, e.g., reporting a Life-Threatening if the patient is at substantial risk of dying if the 
use of product is continued or reporting a complaint about foul odor coming from the product 

When it Open. The examples Of report indicate a medical need not addressed by available medical products 

relating to the medical products) . 

The missing Of MedWatch is the Claimed limitation, medical needs not addressed by available 
medical products related to the medical products may be determined for the development of a medical product 
related to the medical need not addressed by available medical products. 

Classen discloses a method for using product data to enhance the safety of a medical 
product (Classen, Abstract) by analyzing Adverse Event data from MedWatch (Classen, Col. 7 
Lines 10-12). Classen further discloses an Adverse Event corresponding to a product as 
discussed above with respect to the teaching of MedWatch or submission indicative of the medical 
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need not addressed by available medical products COUld be risk/benefit determined (Classen, Col. 9 
Lines 10-34),. and the purpose is for development of a medical product related to the selected medical need 
not addressed by available medical products , e.g., seeking patent protection for new therapeutic uses 
for existing products (Col. 10 Lines 34-57). 

The method of analyzing the Adverse Events is a must for MedWatch in order to analyze 
risk and benefit of a particular medical product with respect to newly Adverse Event. 

It would have been obvious for one of ordinary skill in the art at the time the invention 
was made to include the technique of analyzing Adverse Events as taught by Classen into 
MedWatch method in order to enhance the effectiveness of post-marketing surveillance of 
medical products as they are used in clinical practice and to rapidly identify significant health 
hazards associated with these products. 

Regarding claims 2 and 16, MedWatch and Classen, in combination, teach all of the 
claimed subject matter as discussed above with respect to claims 1 and 15, MedWatch further 
discloses the categorization is done performed by each said plurality of users electronically selecting a category 
(MedWatch, Page 7). 

Regarding claim 3, MedWatch and Classen, in combination, teach all of the claimed 
subject matter as discussed above with respect to claim 1, MedWatch further discloses the step 
of filtering the unmet need submissions (MedWatch Page 19, three deaths from 50 reports are 
filtered). 

Regarding claims 4 and 18, MedWatch and Classen, in combination, teach all of the 
claimed subject matter as discussed above with respect to claims 1 and 15, MedWatch further 
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disclosed a gatekeeper such that the gatekeeper filters out input that relates to product complaints is provided 

(MedWatch Page 1 3, product complaint is filtered out for further investigation). 

Regarding claims 5 and 19, MedWatch and Classen, in combination, teach all of the 
claimed subject matter as discussed above with respect to claims 1 and 15, MedWatch further 
discloses the Step of providing a gatekeeper such that the gatekeeper fdters out input that describes an 
medical need not addressed by available medical products and a solution to the medical need not addressed by 
available medical products (MedWatch Page 19, TEMAFLOXACIN is withdrawn from market based 
on the reports). 

Regarding claims 6 and 20, MedWatch and Classen, in combination, teach all of the 
claimed subject matter as discussed above with respect to claims 5 and 19, MedWatch further 
discloses an invention submission disclosure form is transmitted to the user that submitted the medical need 
not addressed by available medical products and the solution to the medical need not addressed by available 
medical products (MedWatch, The Privacy Statement at Page 1 as an invention submission disclosure 
form is transmitted to the user using hyperlink). 

Regarding claim 7, MedWatch and Classen, in combination, teach all of the claimed 
subject matter as discussed above with respect to claims 1, MedWatch further discloses the 
Step Of providing a computer implemented medical products information web site in conjunction with the unmet 
needs input such that users can input medical need not addressed by available medical products while obtaining 
medical products information (MedWatch, Pages 5 and 19). 

Claims 10 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
MedWatch [The FDA Medical Products Reporting Program] and Classen [USP 6,219,674 
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B1] and further in view of drugstore.com [drugstore.com - online pharmacy & drugstore, 
prescriptions filled]. 

Regarding claim 10, MedWatch and Classen, in combination, teach all of the claimed 
subject matter as discussed above with respect to claim 9, but does not teach a medical products 

purchasing database whereby a user can purchase medical products in conjunction with the submission of an 
medical need not addressed by available medical products submission. 

Drugstore is a web site for purchasing medical products and has a medical products 
purchasing database, and by including a hyperlink to Drugstore, Adverse Events can be 
submitted in conjunction with a medical product purchasing. 

It would have been obvious for one of ordinary skill in the art at the time the invention 
was made to include a hyperlink to Drugstore in order to order a medical product online. 

Regarding claim 21, MedWatch and Classen, in combination, teach all of the claimed 
subject matter as discussed above with respect to claims 1 , MedWatch and Classen does not 

explicitly discloses the Step Of providing a computer implemented medical products purchasing web site in 
conjunction with MedWatch such that a medical products ordering is processed during inputting 
Adverse Events. 

Drugstore is a web site for purchasing medical products and by including a hyperlink to 
Drugstore, Adverse Events can be inputted during processing a medical product ordering. 

It would have been obvious for one of ordinary skill in the art at the time the invention 
was made to include a hyperlink to Drugstore in order to order a medical product online. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to HUNG Q. PHAM whose telephone number is 571-272-4040. The 
examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, TIM T. VO can be reached on 571-272-3642. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

HUNG Q PHAM 
Examiner 
Art Unit 2168 

March 1,2007 



